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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )K Responsive to communication{s) filed on 18 February 2005 . 
2a)n This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-24 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 1-8 and 10-14 is/are rejected. 

7) 13 Claim(s) 9 and 15 -24 is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) S The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 
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DETAILED ACTION 

New groxinds of rejection are contained within this Office Action. Accordingly this action 
has been made Non-Final. 

Specification 

1. The disclosure is objected to because of the following informalities: For benefit claims imder 
35 U.S.C. 120, 121 or 365(c), the reference must include the relationship (i.e., continuation, 
divisional, or continuation-in-part) of the applications. This should appear as the first sentence(s) of 
the specification following the title, preferably as a separate paragraph unless it appears in an 
application data sheet. The status of nonprovisional parent application(s) (whether patented or 
abandoned) should also be included. If a parent application has become a patent, the expression 

"now Patent No. " should follow the filing date of the parent application. If a parent 

application has become abandoned, the expression "now abandoned" should follow the filing date 
of the parent application. The Examiner suggests the following language, "This application is a 
continuation of U.S. Patent Apphcation Serial No. 10/041,542, filed on January 7, 2002, now Patent 
No. 6,666,832. 

Appropriate correction is required. 

Terminal Disclaimer 

2. The terminal disclaimer filed on 2/18/05 disclaiming the terminal portion of any patent 
granted on this application which would extend beyond the expiration date of U.S Patent No. 
6,666,832 has been reviewed and is accepted. The terminal disclaimer has been recorded. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections imder this section made in this Office action: 



Application/Control Number: 10/678,848 
Art Unit: 3736 



Page 3 



A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on sale in 
this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed in 
the United States before the invention by the applicant for patent or (2) a patent granted on an application for patent 
by another filed in the United States before the invention by the applicant for patent, except that an international 
application filed under the treaty defined in section 351(a) shall have the effects for purposes of this subsection of an 
application filed in the United States only if the international application designated the United States and was 
published under Article 21(2) of such treaty in the English language. 

4. Claims 12 - 14 are rejected under 35 U.S.C. 102(b) as being anticipated by U.S. Patent No. 
4,312,363 to Rothfuss et al. 

In regards to claims 12-14, Rothfuss et al. discloses providing a body having at least one 
recess (located between members 2a and 4a) therein, the recess having a width corresponding to a 
different wall thickness of a tissue structure; bringing inner surfaces of the walls of the tissue (25) 
structure in a flaccid state together (Figure -5); and moving the tissue structure relative to the recess 
(Col. 5, lines 446 - 47). The structure is directed toward die recess until it fits snugly within the 
recess. Measurement indicia are located adjacent the recess (Col. 5, lines 53 - 54). 

5. Claims 1 - 3, 5 - 8, 10 and 1 1 are rejected under 35 U.S.C. 102(e) as being anticipated by 
U.S. Patent AppUcation Publication No. 2002/0162238 to Bakke et al. 

In reference to claims 1 - 3, 5 - 8, 10 and 11 Bakke et al. discloses applicant's claimed 
invention including a measxirement tool (Figure 6) comprising: a rigid body (4) composed of a 
biocompatible material [0022], at least one recess (9) defined in die body, and an indentation (6) 
having a curved surface defined in the end of the body. Bakke et al. shows at least one additional 
recess, each recess is shown to have two parallel sides perpendicular to a bottom surface. The curve 
is substantially constant across the indentation. The recess is sized so that a wall thickness of a 
tubular structure can be measured [0024]. The transitional term "comprising", which is synonymous 
with "including," "containing," or "characterized by," is inclusive or open-ended and does not 
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exclude additional, unrecited elements or method steps. See, e.g., > Invitrogen Corp. v. Biocrest 
Mfg., L.P., 327 F.3d 1364, 1368, 66 USPQ2d 1631, 1634 (Fed. Cir. 2003) ("The transition 
comprising' in a method claim indicates that the claim is open-ended and allows for additional 
steps.");< Genentech, Inc. v. Chiron Corp., 112 F.3d 495, 501, 42 USPQ2d 1608, 1613 (Fed. Cir. 
^ 1997) ("Comprising" is a term of art used in claim language which means that the named elements 
are essential, but other elements may be added and still form a construct within the scope of the 
claim.); Moleculon Research Corp. v. CBS, Inc., 793 F.2d 1261, 229 USPQ 805 (Fed. Cir. 1986); In 
re Baxter, 656 F.2d 679, 686, 210 USPQ 795, 803 (CCPA 1981); Ex parte Davis, 80 USPQ 
448, 450 (Bd. App. 1948) ("comprising" leaves "the claim open for the inclusion of unspecified 
ingredients even in major amounts"). Accordingly, "all of said recesses" (Claim 10, Une 2) can be 
considered one or more of the recesses as disclosed by Bakke et al. Therefore, Bakke et al. discloses 
aU of the recesses being defined in the same surface of the body. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C, 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this tide, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

7. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 
Application Publication No. 2002/0162238 to Bakke et al. as applied to claim 2 above, and fiirther 
in view of U.S. Patent No. 2,896,333 to Kivela. 

In regards to claim 4, Bakke et al. discloses an apparatus for measuring a structure having 
walls and a lumen therethrough including at least one recess (9) comprising two parallel sides 
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connected to a bottom sxirface substantially perpendicular to the sides. Bakke et al. fails to disclose 
the bottom surface being curved. However, Kivela discloses an apparatus for measuring a structure 
having walls and a lumen therethrough including at least one recess comprising two parallel sides 
connected to a curved bottom surface (26) or a bottom surface substantially perpendicular (28) to 
the sides. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the substantially perpendicular bottom surface as disclosed by Bakke 
et al. to include a curved surface as taught by Kivela in that Kivela discloses both a substantially 
perpendicular bottom surface (28) and a curved bottom surface (26) as being functionally equivalent 
and therefore interchangeable. 

Response to Arguments 
8. Applicant's arguments filed 2/18/05 have been fully considered but they are not persuasive. 
Applicant asserts that Bakke et al. discloses gauges intended for use in measxiring pipe sizes, not in 
performing surgery and can not be construed as disclosing "at least one recess defined in said body, 
said recess being sized to measure the wall thickness of the tissue structure in a deflated state 
wherein inner surfaces of the walls of the tissue structure are touching". However, a recitation of 
the intended use of the claimed invention must result in a structural difference between the claimed 
invention and the prior art in order to patentably distinguish the claimed invention from the prior 
art. If the prior art structure is capable of performing the intended use, then it meets the claim. In a 
claim drawn to a process of making, the intended use must resvilt in a manipulative difference as 
compared to die prior art. See In n Casey, 370 F.2d 576, 152 USPQ 235 (CCPA 1967) and In re Otto, 
312 F.2d 937, 939, 136 USPQ 458, 459 (CCPA 1963). In die present case, die at least one recess (9) 
as disclosed by Bakke et al. is capable of being used to measxire the wall thickness of the tissue 
structure in a deflated state wherein inner surfaces of the walls of the tissue structure are touching. 
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Additionally, Applicant asserts that Rothfiiss et al. fails to disclose a recess. However the Examiner 
disagrees. Applicant has shown die term "recess" to mean "[a] surface groove or depression." In 
this regard, Rothfiiss et al. discloses a recess. A front elevation view from the left of the device 
shown in Figure 5 would show a depression in the surface into which the tubular body (25) is 
inserted. Conversely, as shown in the front elevation view of Figure 2, no depression is formed 
because of the lack of separation between members 2a and 4a. Applicant also asserts that because 
the distance between the surfaces is variable, there can be no recess having a particular width 
corresponding to a particular wall thickness. However, the Examiner disagrees. The recess has a 
variable size so that it can be sized to have a particvilar width to correspond to a particular wall 
thickness (Col. 5, line 51 - Col. 6, line 1). 

Allowable Subject Matter 
9. Claims 9 and 15-24 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base claim 
and any intervening claims. 

Conclusion 

Any inquiry concerning diis communication or earlier communications from the examiner 
should be directed to Jonathan ML Foreman whose telephone nximber is (571)272-4724. The 
examiner can normally be reached on Monday - Friday 8:00 am - 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor. 
Max Hindenburg can be reached on (571)272-4726. The fax phone number for the organization 
where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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suPEmnsow iwemt examiner 

rCHNOLOGY CENTER 3700 



